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To the office  
of the ethics committee 
of the medicinal department 
of FAU Erlangen-Nuremberg 
Krankenhausstr. 12 
91054Erlangen 
 
 Please complete in German language,  
 Mark with a cross where applicable  
 For multicenter trials with a pre-vote of a ethic 

commitee formed according to national laws,  
 You can use a shortened application form under 

http://www.ethik.med.uni-erlangen.de (connection 
vote) 

  

 
 

 
Application for evaluation of a research project 

(no drug trial) 
Please submit 9-fold including supplements and one time electronically  

 
 

Title of the research project: 
 

Pharmaceutical care of stationary psychiatric patients 
 

 
 
 
I. Project lead 
 

1. Name of the responsible project lead at FAU:  
Prof. Dr. Johannes Kornhuber 
Director of the psychotherapeutical and psychiatric department 
App.-Nr.: 0.853 
Phone: 09131 / 85-34166 
E-Mail: johannes.kornhuber@uk-erlangen.de 

      
Qualification of the project leader: 
Director of the psychotherapeutical and psychiatric department 

 
  

2. a) Additional participants on-site: 
Prof. Dr. Kristina Leuner 
Molecular and Clinical Pharmacy 
App.-Nr.: 0.624  
Phone: 09131 / 85-29550  
E-Mail: leuner@pharmtech.uni-erlangen.de 

 
 

Application 
For the ethics committee 
Of the medicinal department 

 

http://www.ethik.med.uni-erlangen.de/
mailto:johannes.kornhuber@uk-erlangen.de
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Anne Pauly, pharmacist 
Molecular and Clinical Pharmacy 
App.-Nr.: 0.632 
Phone: 09131 / 85-29575 
E-Mail: pauly@pharmtech.uni-erlangen.de 
 
Carolin Wolf, pharmacist 
Molecular and Clinical Pharmacy 
App.-Nr.: 0.632 
Phone: 09131 / 85-29575 
E-Mail: cwolf@pharmtech.uni-erlangen.de 

 
 b) Additional trial centers (for multi-center trials): none 
 
3. Has this application already been reviewed by the ethics committee of the medicinal 

department of the Friedrich-Alexander-University Erlangen-Nuremberg? 

    yes (please provide serial number)  X  no 
 
 
II. Research project 
 
1. planned start of the study: 1st September 2012  

Estimated completion: 31st January2014 
Duration of participation in the study of individual test persons: 111 days (on average 
inpatient stay of 21 days as well as follow-up for 3 months after discharge from hospital) 
 

 
2. Brief outline of the project 

The objectives of the planned project aim at collecting data in a clinical study on 
whether an intensive medical patient’s history as well as an intensive consultation of 
the patient regarding his medication and his illness by integrating a hospital pharmacist 
into a multidisciplinary treatment team of the psychiatric and psychotherapeutical clinic 
can lead to an improvement respectively a reduction of the following parameters: 

  Number of drug related problems (primary efficacy endpoint) 

  Adherence to medication, especially after discharge (primary efficacy endpoint) 
Drug related problems are defined as events or circumstances in the patient’s drug 
therapy, which could actually or potentially prevent the achievement of the intended 
objectives. In this study the focus lies on the following drug related problems: 
congruence of diagnosis and indication, dosing mistakes, interactions and side-effects, 
e.g. weight gain and sexual dysfunction. 
The WHO defines compliance or commitment to therapy as “The extent to which a 
patient’s behavior - taking medication, following a diet and/or executing lifestyle 
changes - corresponds with agreed recommendation from a health care provider.” 
Adherence is the extension of the definition of compliance by including the patients’ 
wishes concerning his therapy. 
Secondary endpoints are: 

 Attitude of the patients towards his medication 

 Influence of the patient’s attitude towards his medication on medication 
adherence 

Other parameters: 

mailto:pauly@pharmtech.uni-erlangen.de
mailto:cwolf@pharmtech.uni-erlangen.de
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 The patient’s satisfaction with the medical-pharmaceutical care 
The planned study on pharmaceutical care is a prospective open interventional study 
with sequential control and intervention groups. Psychiatric patients from the wards 
P21 and P31 of the Psychiatric and Psychotherapeutic University Hospital Erlangen are 
included regardless of the diagnosis. 
Further inclusion criteria must be met 

 Age ≥ 18 

 Capability to fill in questionnaires independently 

 Capability to understand spoken and written German 

 Capability to give consent 

 Inpatient stay in the Psychiatric Clinic Erlangen up to 7 days 

 Willingness to get into contact after discharge 
Patients are excluded who are being treated only psychotherapeutically und do not take 
any additional co-medication (non-psychiatric). Patients who are transferred from the 
protected women’s ward to the participating open wards, are also excluded. 
 
When admitted to hospital, the patient receives a detailed written information about 
the planned project and a form for the declaration of consent. After a period of 
reflexion of at least 24 hours, the form is collected and the patient is included in the 
study or not according to his decision.  
To avoid an overlap of supervised and non-supervised patients on the wards, a 
sequential control group is used: During the first six months (cw 26/12 – cw 09/13) of 
the study patients are only admitted to the control group, in the following 6 months (cw 
14/2013 – cw 39/2013) only to the intervention group. Between the two phases, a 
wash-out period of 4 weeks takes place in order to guarantee that the patients of the 
control group have completely finished the hospitalized study phase before beginning 
the intervention phase. 
 

 Pharmaceutical care plan 

1 – 2 days after admission to hospital, a thorough medication review including a medical 
history of all study participants is taken by the pharmacists. Every prescription is 
examined by means of the “Medication Appropriateness Index [3]. Side effects and 
adherence of all patients are determined on the basis of questionnaires. 
The patients fill in these questionnaires together with the pharmacists one to four days 
after admission, one day before and three months after discharge. Together with the 
medication profile the results of these questionnaires are examined on DRP such as 
missing indication, side-effects or non-adherence. Particular attention is paid to the 
determination of interactions with the interaction database “Stockley’s”. In the control 
group, the DRP are only identified and documented (exception for ethical reasons: life-
threatening or severely disease worsening complications). 
In the intervention group, a solution of the DRP is to be worked out together with a 
physician. 
The adherence in both groups is determined during the hospital stay (1-4 days after 
admission, and 1-2 days before discharge) and 3 months after discharge. Ten days after 
admission, the patients of the intervention group receive an intensive consultation 
concerning their illness and detailed information on their medication, as well as benefit 
and side effects of the drugs.  
The adherence especially being jeopardized after discharge, patients of the intervention 
group receive a discharge medication plan. Furthermore, these patients are offered a 
follow-up telephone call by the pharmacist in order to improve adherence for the 

http://www.linguee.de/englisch-deutsch/uebersetzung/psychotherapeutic.html
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following 3 months. During this call, questions are to be asked on change of medication 
by their physician, the satisfaction with the treatment and the adherence. Open questions 
and individual problems of the patients with medications can be clarified. If necessary, a 
thorough consultation is given. Thus, the interface between hospitalized and outpatient 
treatment is to be closed by pharmaceutical care. 
 
An overview of the timing of the study can be found in annex Nr. 1 

 
3. Study-related acitvities: 

Please describe all measurements which are carried through on a study related basis as 
well as all essential deviations from customary treatment. 
In order to determine a.m. parameters, the patients of the intervention- and control 
group fill in the following validated questionnaire together with the pharmacist on the 
day of admission, 1-2 days before discharge, and 3 months after discharge during the 
follow-up phase.  
 

Questionnaire   Parameter 

UKU The Udvalg for Kliniske Undersøgelser Side 

Effect Rating Scale, nach Lingjaerde et al 

Side-effects of psychotropic drugs 

MARS Medication Adherence Report Scale- German 

version (Mahler et al) 

Adherence 

DAI Drug Attitude Inventory (Hogan et al) Adherence and attitude 

Beurteilung des 

pharmazeutischen 

Betreuungsservices 

(BphB, intervention 

group) 

Evaluation of the pharmaceutical care service Satisfaction with pharmaceutical 

care 

 
The pharmacists fill in the “Medication Appropriateness Index” as a guideline in order to 
identify drug related problems and to compare admission- and discharge medication in 
respect to appropriateness of the therapy. 
Furthermore, a consultation on medication and the diagnosed illnesses for those of the 
intervention group is offered. The consultation consists of detailed information on 

- Psychiatric disease of the patient 

- Accompanying diseases (hypertension, diabetes mellitus) 

- Which medication for which disease is indicated 

- Dosage- and taking regime 

The securing of adherence when patients are discharged from hospital into the 
outpatient sector is paramount (seamless care) 
The patient satisfaction concerning the pharmaceutical care is judged by a 
questionnaire developed for a study of pharmaceutical care with bypass patients. [9] 
 

 
 
 
4. Is the study carried through according to the Declaration of Helsinki of 1996, revised by 

the 48. General Assembly of the World Medical Association? 
 
YES 
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Please specify if all other trial options have been exercised. 
No other trial options are known. 

 
 
5. Nature of the research project 
 Does it concern 

    a diagnostic examination 

    a therapeutic examination 

    a compatibility test 

   an excludingly scientific trial 
 X  a study on care research 
 
 
6. Legal regulations 

a) Is it a study with the objective to  research or to prove clinical or pharmacological  

impacts /effects) of drugs or to detect side effects or investigate the absorption, 

distribution, metabolism or excretion with the aim of being convinced of the quality, 

safety and efficacy of the medication? 

No, pharmaceutical care study. 
  

b) Is it a clinical trial according to § 20 Medizinproduktegesetz (MPG)? 

  yes  X  no  
 

Please give reasons. Is there a CE Certificate for the medical product? Are there also 
invasive or other burdening examination to be carried through? 

 
c) Is it a project according to § 8 of the law for regulation of transfusion management? 

  yes  X  no  
 
7. Is it a trial according to 

             § 23 Strahlenschutzverordnung?   yes  X  no 

             § 28 Röntgenverordnung?    yes  X  no 
  
Please give reasons. IF yes, will necessary scientific advice be sought? 
 
 

8. Type of the study: 
  X  open 

    blind 

    double-blind 
  X  comparative 

    randomized 

    multicenter 

    field study 
  X  pilot study 
 
9. Scientific outline of the study, in particular: 
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 a. Explanation of the aim of the experiment 
Primary aim of the study is the reduction of DRP as well as the improvement of 
adherence by providing pharmaceutical care in the inpatient setting and especially 
3 months after discharge. 
 

b. Description of the current state of knowledge 
In Germany, the 12-month-prevalence of psychiatric disorders is 37 % for women 
and 25,3 % for men [4]. In recent years this number has increased, especially with 
depressive disorders [5]. It is extremely important to get an exact and complete 
medication history of the drug therapy of these patients, because psychiatric 
disorders are often accompanied by comorbidity and polypharmacy [6]. The risk of 
DRP rises exponentially. Furthermore, the rate of therapy discontinuation is very 
high due to the special mode of action of the drugs (onset of effect after 2 -3 weeks, 
but occurrence of side effects immediately). The number of adherent patients varies 
from 20 to 70 % even after the introduction of modern preparations [2]. Adherence 
is a very important component of an adequate and successful therapy of psychiatric 
disorders. The risk of rehospitalization of a non-adherent schizophrenic patient is 
according to Valenstein et al 2.4 times higher compared to an adherent 
schizophrenic patient [7].. The same applies to patients with affective disorders. 
Discontinuation of therapy of patients with affective disorder leads to an increase 
of 77 % in the risk of relapse [8].  
The concept of the pharmaceutical care is the basis for reduction of DRP as well as 
for the improvement of adherence. Pharmaceutical care is based on the intensive 
cooperation of the patient, the doctor in charge and the pharmacist. The aim is to 
instruct the patient together with the doctor in order to apply the medication 
securely and appropriately, to recognize and to solve possible DRP, to optimize the 
drug therapy and resulting from this, to improve the patient’s quality of life. 
A Dutch working group with Joanna Klopotowska examined the impact of a ward 
pharmacist on the number of DRP in an intensive care unit. A reduction of DRP from 
190.5 per 1000 observed patient days down to 62.5 per 1000 days could be 
demonstrated [9]. A study on pharmaceutical care of patients with coronary heart 
disease proved a significant increase in adherence after an aortocoronary bypass 
surgery. After 12 months, adherence in the intervention group was 90 % (base value 
88 %) and in the control group 71 % (base value 81 %). The care concept included 
apart from talks with a hospital pharmacist during the hospital stay also follow-up 
talks during the outpatient phase as well as the handing out of written information 
[10].  
 
The present study on pharmaceutical care of psychiatric patients in hospital is to 
investigate if similarly positive effects on the number of DRP as well as on the 
adherence of medication in this group of patients can be achieved. Validated 
questionnaires are used for quantification. 
 
To our knowledge no comparable studies with psychiatric patients exist. A first 
project in Great Britain covered 282 interventions by pharmacists in ward [11]. In a 
study on pharmaceutical care in the USA, 62 % of the patients experienced a more 
than 30 % improvement in the Brief Psychiatric Rating Scale [12]. In another study, 
an improvement of 19% in adherence was achieved [13]. With the present, planned 
study, for the first time, pharmaceutical care by pharmacists in ward in close 
collaboration with a clinician is to be implemented in a German psychiatric hospital. 
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Additionally, the benefit of the given care of a pharmacist has to be quantitatively 
evaluable. 

 
10. Information on the risk-benefit-relation 

a) Which benefit is to be expected of the results of the study? 
aa) A thorough medication history as well as medication review  can prevent DRP such 
as double prescription, interactions and unnecessary drug intake in order to make the 
treatment regime of the patient as effective and simple as possible. Moreover, the 
therapy success, i.d. the remission of the disorder, is influenced significantly by the 
patient’s adherence over a long period. Aim of the project is to improve the 
understanding of medication and disease by consequently training and informing about 
proper pharmaceutical drug usage in order to increase adherence. If possible, retard 
drugs will replace multiple doses, in order to simplify the patient’s therapy scheme. The 
patient’s satisfaction with the treatment is to be improved by informing on avoidance 
strategies concerning possible side effects and on treatment respectively handling of 
actually occurring side effects. 
 
ab) for the medicine 
Double prescriptions, prescriptions without indication as well as side effects of drugs 
caused by interactions can be prevented by a targeted medication review and thereby 
medicine-related cost can be saved. Furthermore a long-termed therapy success leads 
to a reduced recurrence rate and hence to a reduced rate of rehospitalization. Thus, 
pharmaceutical care presents in case of positive results an approach to improve the 
quality of care as well as to use resources more efficiently.  
 
ac) for the science (e.g results which do not serve directly therapeutical purposes) 
It is for the first time that in Germany a pharmacist in a psychiatric ward tries to reduce 
DRP by pharmaceutical care and to improve the patient’s adherence in order to support 
therapy success. Due to the design of the study with control groups, a reduction of drug 
related problems compared to standard care can be shown for the first time. 
 
b) What are the risks of the study for the trial participants? 
ab)What kind of risks? Risk assessment, foreseeable risks of the care and other study 
related procedures which are used (including pain, inconveniences, complaints, 
violation of the personal integrity and measures to avoid and/or to treat 
unforeseeable/unwanted incidents. 
The study does not involve any risks. 
 
bb) How high is the probability that the  risks are realized? How safely is the probability 
assessed? 
 
c) Why is the possible risk in relation to the expected benefit justifiable in your opinion? 

/ 
d) Will interim results be analyzed in order to recognize a trend? 

X  yes   n0 
 
e) Have criteria for changing or stopping the trial been defined? 

   yes, which? X  no 
 
11. For clinical trials according to §§ 20-24 MPG: 
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 / 
 
 Please provide according to § 3 Abs. 1-3 of the regulation about clinical trials of medical 

devices and of changes of laws for medical devices the necessary supplements. The 
current version is provided under http://www.ethik.med.uni-erlangen.de 

 

12. a)  Is a statistician involved? X  yes   no  
b) Which statistical methods shall be used? 
With the exception of the patient’s satisfaction with the pharmaceutical care (only 
descriptive) average values resp. median, value ranges, standard deviation and 
confidence interval will be specified for all measured values (primary and secondary end 
points). In order to determine statistically important differences, for continuous 
measured values, T-test will be carried when values are presumably normally spread, 
the Mann-Whitney-U-Test, when presumably values are not normally spread. In the 
case of binary values the Chi-Quadra-Test will be performed. 
 

13. a)  Is it a multi-centric study (i.e. a trial conducted according to a single protocol, which 
is carried out at more than one site and therefore by more than one investigator)?  

  yes  X  n0 
b) Have there been or are there trials conducted with the same aim? 
  yes, where?  X  no 

 
14. Who has initiated the study? 

Department of Psychiatry and Psychotherapy and the team of Molecular & Clinical 
Pharmacy. . 
 

 
15. How is the study being financed? (Please state if third party funds from non-public sector 

have been applied for? If yes, how much?)  
The study is developed and performed within two PhD projects. 
 

 
16. The expense allowance is paid for by (please name contact persons) 
 Molecular & Clinical Pharmacy,.(Prof. Dr. Kristina Leuner) 
 
 
III. Information on trial participants 
 
1. Number (please specify division into groups in comparing studies) 

Inclusion of 123 patients in the control and the intervention group each 
 
 For null hypothesis based studies: 
 Has a sample size estimation been made? 

 X yes    no 
 
2. Age and Gender (please provide the age of the trial participants as well as upper and 

lower limits intended as exclusion criteria) 
Age: 18 - ∞ , male and female 

 
3. Status: Are the trial participants 

http://www.ethik.med.uni-erlangen.de/
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   healthy persons 

   pregnant or breast-feeding women 

   children or adolescents 
 X relevantly sick people with psychiatric disorders according to ICD-10 

  persons suffering from other diseases? (Especially psychiatric disorders, which give 
rise to doubt regarding cognitive faculty and legal capacity) 
 

4. Which other inclusion criteria are established? (e.g. co-medication) 

 age:  ≥ 18 

 capability to fill in questionnaires independently 

 capability to understand written and spoken German 

 capability for consent 

 inpatient stay in the psychiatric hospital in Erlangen > 7 days 

 willingness for contact after discharge 
 
5. Which other exclusion criteria (e.g. end stage renal or liver insufficiency, forbidden co-

medication) 

 Exclusively psychotherapeutic care without any co-medication 

 Transfer from the closed women’s ward P12 to the open wards 
 
6. Shall people participate who are put away in an institution by official or court law? 

     yes  X no 
 
7. Shall people participate who have already participated on other research project? 

   X  yes    no 
  How long ago must the latest participation be?  /   
 
8. For Studies with minors (or other not legally competent persons) 
 a. Why can the study not be conducted with adults? 
 b. Are information and consent guaranteed?   
  (please provide explanation) 

     yes   no, because 
 
 

c. Are additional information and consent of minors (not fully legally competent) 

guaranteed, who themselves are capable of understanding the nature, the 

importance and the consequence of the trail and to determine their wishes 

accordingly? 

     yes    no 
 
9. Proband’s insurance 

Will an insurance in favor of the trial participants be taken out? 

   yes (please add policy quoting the insurance company and the amount of 
insurance benefit.) 

   X  no 
 
10. Confidentiality/Data protection 
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Are medical confidentiality and data protection regulations observed? 

 
YES 

 
11. Payment for test persons 

Shall the trial participants be paid a compensation (e.g. for expenses) 
 

     yes, in the amount of…… EUR  X no 
 
12. In what way shall trail participants be informed about nature, significance and 

consequences of the study? 
 
 Please add in German: 

Documentation of the content of the patient’s education by the doctor in charge (data 
sheet), especially referring to: 
 

 Aim and methods of the study 

 Benefits and risks of the study 

 Known and possibly anticipated effects and side effects of drugs 

 Operations made only for scientific reasons 

 Appropriate behavior of the patients during and after the trial 

 Revocability of consent 

 Exclusion criteria (e.g. pregnancy/breast feeding) 

 Name and telephone number of local contact persons 

 
Is added (Supplement Nr. 2)! 
 

13. In what way shall participants declare their consent to take part in the study?  (please 
add a formulated German statement including data protection consent declaration) 
 
 
 Is added (Supplement Nr. 3)! 

 

 

Literature 
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Anhänge:  1. Studienplan 

2. Patienteninformation 

3. Einverständniserklärung 
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